Lack of effect of the European guidance on clinical investigation of medicines in children.
To evaluate the registration for paediatric use of new chemical entities (NCEs) granted a marketing authorization (product licence). European Public Assessment Reports (EPARs) published on the Internet from January 1995 to May 2001 were analysed. Of 120 new substances licensed since January 1995, 70 (58%) were of potential use in children. Of these, only 17 were licensed for all paediatric uses, and 15 for some paediatric age groups. Hence, the majority (54%) of these substances were probably not tested in paediatric age groups. Many of the new drugs granted marketing authorization lack sufficient paediatric labelling. The proportion of drugs for which full labelling was available has not increased in recent years. The European Medicines Evaluation Agency should make an effort to improve this situation.